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Post Authorisation Assessments

For details of post authorisation assessments prior to 15t January 2021,

please refer to the EMA website.

Vectormune ND Suspension and Solvent for Suspension for Injection

for Chickens
Vm 15052/5030

14 December 2024

This variation is to update the certificates of suitability (CEPs) for
bovine and calf serum applied in the manufacture of the Vectormune
ND vaccine.

23 November 2024

Quality changes related to the addition of the option to use of CEF
cells from external suppliers in the manufacturing process and the
harmonisation of the description of the manufacturing of CEF cells.
Editorial changes including updates of the SPF eggs suppliers'
names and for Vectormune ND, correction of the EoSL potency test
limit. SPC not affected.

23 November 2024

Extension to the shelf-life of Vectormune ND from 24 months to 36
months, based on extrapolation and end-point tests of commercial
batches. Editorial change to SOP numbers. Editorial change to the
virus suspension volume measurement.

June 2024 Change(s) in the name or address or contact details of a qualified
person for pharmacovigilance (QPPV).
14 April 2023 The variation is to add compatibility claim for mixed-associated use

in one-day-old chick by subcutaneous route of Vectormune ND with
Cevac MD Rispens. This change affects section 4.8 of the SPC and
section 12 of the Package leaflet.

21 October 2022

Change in the address of the MAH from Unit 3 Anglo Office Park,
White Lion Road Amersham, Buckinghamshire HP7 9FB to Explorer
House, Mercury Park, Wycombe Lane, Wooburn Green, High
Wycombe, Buckinghamshire, HP10 OHH, United Kingdom.

22 February 2022

Change in the specification limits of the finished product.
Increase in batch size of the finished product.

16 July 2021

Change in the fill volume of the finished product.
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